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VICE C LAS S I F I CAT I ON P R O C E D URE S

BACKGROUND

Meci:il Device Amendments of 1976 and the Safe Medical Device
of 1S20 (SMDA) bases the classification and reclassification

of pre-.%:.endments devices upon the level of regulatory control
necessar:- to provide a reasonable assurance that a device is safe
and efiec: ive for its intended use. Section 513(a) of the Act
defines :hree classes of devices. A device should be placed in
the lowes: class whose level of control will provide a reasonable
assurance of safety and effectiveness. Only preamendments
devices, which at present are preamendments devices overlooked by
the origiaal classification panels, can be classified. my
device cl=ssified by the original classification panels or by
statute can be reclassified. Class is determined by generic
device, :-e., color change thermometers in general rather than a
specific nodel, and intended use. Intended use includes
indicatic~.s for use, the intended effect, the condition or
disease ciagnosed or treated, the specific or target population,
and any restrictions on use i.e .,professional only. Intended use
is che cxitical element for classification, determination of
“substantial equivalence” (510(k)), and premarket approval.

II. DESCRIPTION OF CLASSES

Class I izcludes devices for which general controls alone are
sufiicienc to assure safety and effectiveness for their intended
use. General controls include Good Manufacturing Practices
(GMP’s)/- :egistration and listing, record - keeping, restrictions
as to use, sale or distribution, prohibition of adulterated or
misbrandeti devices, and prohibition of banned devices. Class I
devices ==e subject to 510(k) requirements unless exempt.

Class 11 zow includes devices for which general controls by
themselves are insufficient to provide reasonable assurance of
the safetv and effectiveness of the device, and for which there
~ suffi”c~ent information to establish special controls including
performance standards, voluntary standards including those
promulgated by groups such as AAMI or HIMA, postmarked
surveill-=ce, patient registries, guidelines (including
guidelines for the submission of clinical data in premarket
notification submissions, known as 510(k)s), recommendations,
user checklists, and other appropriate actions. A device can be
classifieti into Class II when enough is known about the
indicatic:s for use, design, mode of operation, material
com~osizi:n, risk vs benefit, and the safety and effectiveness of
the- devics. Both Class I and Class II devices are subject to the
premarkei notification process (510(k)).

-= Devices ~-e regulated in Class III if insufficient information—
exists co assure that general controls (Class I) and special
controls Class II) provide reasonable assurance of safety and
effectiv~n?ss, and if the devices are those represented to be



.—
li~e sus:=ining or life supporting, or for a use which is of
substanc:=l importance in preventing impairment of human health
or prese:: potential unreasonable risk of illness or injury.
Generall:-, implanted devices have been placed in Class III unless
a lower class can be justified by sufficient information to
promulgazs special controls or a performance standard. New post-
enactmenz devices, including devices determined to be not
substantially equivalent, are automatically placed in class III
anc must =ave approved Premarket Approval Applications. Pre-
Amendmenc Class III devices are regulated by the submission of
510(k)s util Premarket Approval Applications are called for by
515(b) re=~lation. The same considerations as to class apply to
the reclassification of Preamendments devices or unclassified
preamendrents devices which were overlooked by the original
classification panels.

CLASSIFICATION PROCEDURES

1.

—— ----

2.

3.

4.

-

A Parsl recommendation is required for the initial
classification of a device. The branch should prepare a
packe: of information, obtained from a literature search and
any existing 510(k)s, to facilitate the panel’s decision
makir.;. The branch should supply a working generic
description and name of the device, state the intended use of
the dsvice, identify the benefits of the device, delineate
the r:sks (associate risks with the device properties or
devics performance), and determine which risks can be
addressed by general controls or by general and special
contr=ls. Industry input could be solicited at this stage.

At az apen public meeting a Panel makes a recommendation for
a class (I or 11, or III) for a device, which will included
an ex=mption for class I devices, specified special controls
for :lass II devices, and priority for ~ performance
stan~zd and the call for premarket approval applications
(Pm .

Subse:~ently, ODE makes a decision on the appropriate
class. taking into account the Panel’s recommendation. There
is nc proscribed time for this decision, either in the Act or
in tk~= CFR. The length of time for any FDA classification
activ::y depends upon the workload of the branch involved in
the p:acedure. Some classification recommendations made in
1990 i=ve yet to be proposed.

The >-:=ncy publishes a proposed rule to reclassify and report
of th= Panel’s recommendation in the Federal Reqister. The
propcsed rule includes the information which supports the
class:=ication. A comment period can be a minimum of 60
days, but is more typically 75 days and can be extended to 90
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5.

6.

7.
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8.

9.

da:-s.

Once :he comment period has ended, FDA reviews all of the
cornmsnts and publishes a final rule which includes FDA’s
resp:nses to the comments received. Preparation of the final
rule :an take a minimum of a month, but typically takes a
year. The final rule, i.e. the classification, usually
becozes effective 30 days after the date of publication of
the ~inal rule.

When a device is classified into class III, FDA cannot call
for 2MAs for thirty months after publication of the final.
rule. A high-priority class III device should be the
subject of a 515(b) procedure soon after the 30 months have
elapsed. A request for reclassification of a device can be
subti:ted at any time. The Act states that petitions should
be filed within 45 days and acted upon within 180 days.
Reclassification petitions have taken from 1 to 9 years to
complste.

At =Y time after 30 months, FDA may call for PMAs following
the procedures included in section 515(b) of the Act. The
propcsed rule lists the information which will be required by
FDA i: a PMA, allows a comment period, and affords an
oppo~.unity for submission of a reclassification petition as
desczibed in CFR 860.123. A reclassification petition
recei:-ed within 15 days of the date of publication of the
proposed rule must either be denied in the Federal Register
in 60 days or be the subjecc of a reclassification procedure
iniceiaced within 60 days.

A reclassification petition received in response to a 515(b)
propcsed rule must receive a panel recommendation. The panel
can eizher approve or disapprove the petition. The panel can

approv= the petition and also recommend a lower class, i.e.
class : rather than class II, than that requested by the
peticicner.

If no declassification petitions are submitted in resDonse to
the p=aposed rule, a fi;al rule,included FDA’s respon=e to
any comments received is published in the Federal Register
requi~ing submission of PMAs by 90 days from publication of
the =inal rule. FDA feels that the 30 months elapsed from
the &ate of publication of the final classification rule is
adeqcs:e notice for sponsors of PMAs.

10. Rec~zss ification procedures will be addressed in a separate
doc~zs:.t.

Melpomeni <. Jeffries
Reclassification/classification coordinator

_—-.August 17, 1995
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—_ IS the device life-sustaining
or life Supporting?

For a use which is of~~
substantial importance in
preventing- impairment of human
health?

I

No YES
‘
Present a potential unreasonable
risk of illness or injury?”

1 , J

J“ NO

Sufficient information to
Alldetemine that general

controls provide
reasonable assurance
of safety and

/’

r
effectiveness?

I
1

I
YES I

.= -..

I

i.

\
NO ,

Sufficient information to
estiblish special controls
to provide reasonable
assurance Of safety and
effecti~ren.ess?~

1
I

I NO

No significant history
of misleading claims

No risks associated
with characteristics

Well established
characteristics

Anticipated changes
visible, or can be
tested readily

effectiveness? 1

IYE NO

YES 1s
—CLASS 11 ~.CLASS III

1

Performance Standards
Voluntary Standards
Guidelines
Postmarked Surveillance
Patient Registries

w

—SIO(k) Exempt
—
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CLASS II:

GENERAL CONTROLS:

SPECIAL CONTROLS:

PERFORMANCE STANDARDS

POSTMARKET SURVEILLANCE

PATIENT REGISTRIES

GUIDELINES

GUIDANCE DOCUMENTS

PATIENT INFORMATION AND EDUCATION

SUBJECT TO 510(k)



DEPARTMENT OF HEALTH AND HUMAN SERWCES
PUBLC HEALTH SERVICE — FOOO AND ORUG AOMlNKXRATfOf4

FORM APPROVED. OME NO. 091 W3138

— EXPIRATION OAW January 1. ~
—...

GENERAL DEVICE CLASSIFICATION QUESTIONNAIRE (SeeOMB Statement on Page2)

~EL MEM8ER / PETITIONER OATE

1

GENERIC TYPE OF OEWCE CtASSlFtCATK)f4 RECOMMENOA710N

I
1.fsTHE OEWCE UFE-Sustaining OR UFE+XJFW3RTING 7

RYES ❑ NO

2. E3 THE DEVICE FOR A USE WHICH IS OF SUBSTANTIAL IMIX)RTANCE IN
PREVENTING lMPAfRMENT OF HUMAN H~TH ? ❑ YES ❑ N(I

. . .

3. DOES THE OEWCE PRESENT A POTENTIAL UNREASONABLE RK5K OF ILLNESS
OR 1NJUR% ? ❑ YES (3ND

4. 010 YOU ANSWER ‘7’ES’I TO ANY OF THE ASOVE 3 QUESTtQNS ? ❑ YES ❑ fw

5. fs THERE SUFFICIENT lNFORMATfON TO DEl_ERMtNf THAT GENERAL
CONTROLS ARE SUFFICIENT TO PROWDE RWXMAGLE-ASSURANCE,OF ❑ YES ❑ rm

SAFETY ANO EFFECTIVENESS ? > “-
.— —

6. IS THERE SUFFICIENT INFORMATION TG ESTABLtSr4 S~/AL ~y TO
PROVIOE REASONABLE ASSURANCE OF SAFETY AN6 EF ECT ❑ YES ❑ rw

I

7. IS THERE SUFFICIENT lNFORMATtON TO ESTABLtSH SPECML CONTROLS TO
PROVIDE REASONABLE ASSURANCE OF SAFt3Y At@ EFFECTfVENESS ? ID YES ❑ tw

IF YES. CHECK THE SPECIAL CONTROL@) NEEDEO TO PROWOE SUCH
REASONABLE ASSURANCE. FOR CfASS U.

_n
❑
cl
u
❑

“u

Poatmarket Surveillant+ .+. . .

PerformanceStandard(sj.+/q ~ ) ‘-fEd”<&Sk{.
Patiint Registries

Device Traddng

Testing Guidelines

Other (specify) ‘d(kb s+A

8. IF A Regulatory PERFORMANCE STANOARO IS NEEDEO TO PROVIOE
REASONABLE ASSURANCE OF THE SAFETY AND EFFECTIVENESS OF A CLASS
II OR Ill DEVICE, IOENTIFY THE PRIORfTY FOR ESTABLISHING SUCH A
STANDARD.

❑ Low Pricxity

❑ Medium Priority

❑ High Priority

❑ Not Applicable

9. FOR A OEWCE RECOMMENCED FOR RECLASSIFICATION INTO CUR3S !1.
SHOULD THE RECOMMENDED REGULATORY PERFORMANCE STANOARO BE tN
PUCE BEFORE THE RECtASSIFICATION TAKES EFFECT?

. ...!
. .

10. FOR A DEVICE RECOMMENDED FOR CLASSIFICATION/ RECLASSIFICATION INTO
— CLASS Ill, IDENTIFY THE PRIORI’W FOR REQUIRINC PREMARKET APPROVM

\PPLICATION (PMA) SU8tvfk3S10NS.

❑ Low Priwity

❑ Medium Prierity

❑ High Pricxity .-.

❑ Not @plicable .

. .

Go tO ttam 2.

Gotolten13.

Gotottem4.

tt “Yaa,” go 10 Mem 7.

tf ‘r&P go toItem5.

tt ‘%$: classify in class 1.

ft’?40,”gotoftem6.

n ‘%%” go to item 7.

H ‘?40.” Classify in Ctass 1,

f “yes,” Classify in Class II

f 740,” aa5aifym Class [1!



T . .,

la. CAN THERE OTHEFWWSE BE REASONABLE ASSURANCE OF fTS SAFETY ANO
EFFECTIVENESS WITHOUT RESTRICTIONS ON fTS SALE, OfSTR@LfTfON OR fJSE, u ‘Es ❑ NO

BECAUSE OF ANY POTEf4TItwlY FOR HARMFUL EFFECT OR THE COUATERAL
MEASURES NECESSARY FOR THE OEWOE’S USE?

I

1b. IDENTIFY THE NEEDED RESTRICTfON(S) @ /rem 1la. was chec+rd ‘WO.7 I

❑ Only upon U7ewitbsn or oral wttssxizatiorr d a practitioner Ecenaed by fawto
admirrister or use the dewim

❑ We~&m~s*-tiaintigwe~&@ tik-

❑ Uaeonly in certain fadfities

❑ Other (Specify)

I
.+--- I

2. COMPLETE THIS FORM PURSUANT TO 21: C;R PART MO AND SUSh4T TO:

Food and Drug Administration

Center for Devices and Radiological Health

Office of Health and Industry Programs (HFZ-215)

1350 Piccard Drive

Rockville, MD 20&0
...

: .=.,., ,.
‘..

. ...

—1.

OMB STATEMENT
I

Public reporting burden for this collection of information is estimated to average 1-2 hours per response. including the time for reviewing

instructions, searching existing data sources, gathering and maintaining the data needed, and completing and reviewing the odledion of rnfOfmati(XI.

Send comments regarding this burden estimate or any other asped of this cokztion of infmtion. including suggestions for reducing this burden t=

D“HHS Reports Ckiranc& Officer, Paperwork Redudii Prqed (091 W2138)

Ikbdrl H. t$mphrey Building. Room 531-H

Z& lndependenc& Avenue, S.W.

Washington. DC 20201 -%

filease 00 NOT RETURN this tam b this ti-)

I

An agency -Y nor CCW@Udor --, a-da ~ 7s-d required b rew.md to, n calbdbn Of hbrmsiim unless it dfspfafs a camenlly w/d 0M8 awtrd nur&.er.

I

‘ORM FDA 3429 (2/9T) Page 2
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.- -—.. INSTRUCTIONS FOR GENERAL DEVICE QUESTIONNAIRE

1.

2.

3.

4.

5.

6.

7.

8.

——

——

Answer each question by ohecking yes or no in the middle column am follow the
instructions in the column on the right. The preparer should refer to Tide 21 Part
860 of the Code of Federal Regulations for classificatio~recfassifkation definitions
and procedures.

The General Device questionnaire is deSi9ned to aid in the determination of the proper
class for all medical devices except for in Wro Diagnostic devices.

A medical dey&q should be placed in the towest class which will provide adequate
controls to reaso,n’ably assure the safety and effectiveness of the device.

Questions 1.2, and 3 pertain to the degree of fisk of the device and can be answered
broadly.

Questions 8 8. 9 are not appficabfe unkss a regulatory standard, subject to sqotion
514 of the Food, Drug, and Cosmetic A@ as amended, 1976, has been designated as a
“special control.”

..
Question 10 is applicable only to devkks recommended for cfass Ill.

Question 11a refers to restriction such as prescription use or similar limitations” as
to the use of the device.

Use this completed questionnaire to prepare the Su~’lemental Data Sheet. Send both
forms to the address indicated in question 12.

: ... e....:

. . ..:
.,. .. ..

----

FORM FDA 3429 (2/97) Page 3
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DEPARTMENT OF HEALTH AND HUMAN SERVICES FORM APPROVED: 0Mt3 NO. 0910-01S8
PUBUC HEALTH SERVICE — FOOD AND DRUG ADMINISTRATtON EXPIRATION DATE Januay 1,2000

SUPPLEMENTAL DATA SHEET (seeOMBStaternentorlPage 2)

1. GENERIC lYPE OF DEVtCE

2. ADVISORY PANEL [ 3. IS DEVICE AN IMPLANT ?

I (-JY. ok
4. lNDICATtONS FOR USE PRESCRIBED, RECOf@@NOED. OR SUGGESTED IN THE DEv~f= ~Ef-tNG THAT WERE ~Nsf~RED ~ THE ADVtSORY

.————____———-———_.. —-— — —-————— -—- ———————— ——________

—-———————----————————-~.-———— _——_—— ————.. _———————————————. -——______ _
.. .

5.tDENTIFICATtON OF ANY RISKS TO HEALTH PRESENTED BY DEVICE

——————.-———.-——————..———————————— ————— —————_——_________ —————---—.

Specific Hazards to Health Characferktii or Features of Dew& Aaawiated wfth Hazard

a.___________. _______ —..__ ————————_.—.—_____._.— a ____________ .

b. ...__.._.--__-.____.___________–—––—––__–__ b. —_.__.~–———___________–____––____________

c. ______. __..___ --_______.. _———__—— ————- C. ______________________________________

d._____, _____.____L_.__+k__-———— ——— ——— —-- d.__________–_–. –––__–––––._—_.___..__...

6. RECOMMENOEO AOVISOhY PANEL CfASSIFfCATION ANO PRIORllY

Classif=tion -._._–.______–.––_––--–——–___–___–_ Primify (Class II or Ill Only) ——

7. IF DEVICE IS AN IMPLANT, OR IS LIFE-SUSTAINING OR UFE-Supporting ANO HAS BEEN CLASSIFIED IN A CATEGORY OTHER THAN CLASS M, =PLAIN
FULLY, THE REASONS FOR THE LOWER CLASSIFICATK3N WITH SUPPORTING DOCUMENTATtON ANO OATA

8. SUMMARY OF INFORMATION, INCLUDING CUNICAL EXPERIENCE OR JUDGMENT, UPON WHICH CLASSIFICATfON RECOMMENDATION IS BASED

—-.--—.——.’-—— -———————--n -.x-—————————————- _——— —— ———-- —-—----- ____.___--_._--_______ ———_— —-.

... .. ..-....—......--..—-----...—.-..-..................—--——-.—-—--..-.———--——————---———..--..—-—.-.-—..--.—-—--.-..—...................................... ...--—.-...

9. IDENTIFICATION OF-ANY NEEOEO RESTRICTIONS ON THE USE OF THE OEVICE

.
_-_,.,................-,,---- ..... ... .... ...____________. ...-.._._———.———..-—.—————————.——.——.—._....--——.——-.—_...._.———___ J___ __________ ..-— — . . .. —.- ..—. I

t=ORM PITA 2497 (91$t7\ PAGE 1 -
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10. IF OEVICE IS IN CIASS 1,RECOMMEND WHETHER FDA SHOULD EXEMPT IT FROM
Justification /Commeds

I

❑ a Ragiatratim (Device Listing _____________________ __ _—.--. —-— —______ I -~

❑ b.Pmrwket Nothicstii .__-_—-–--_____—- _________________ -—-———

❑ C. f%axde and Reports

❑ d. Good Manufacturing f?lacLica._________—––-–-––-—_________ _. ————-—— —_ —_____
. .

11. EXISTfNG STANDARDS APPLfCAELE TO THE DEVfCE, OEVfCE SUSASSEMSUES (Ckxrywnenfs) OR DEVfCE MATERIALS (Parts and Aaxgeotjes)

-4. -
——— ,.

. .—

——————.-——.———

—-.—.——— ..—————..--..—.—. — _________

12. COMPLETE THIS FORM PURSUANT TO 21 CFR PART 660 AND SUBMIT TO

Food and Drug Administration

Center for Devices and Radiological HealtfI

Offioe of Heafth and Industry Programs (HFZ-215)

1350 Piccard Drive

Rookville, MD 20S50

OMB STATEMENT

Public reporting burden for this collection of information is estimated to average 1-2 hours per response, including the time for rw”ewing

insfructicms, searching existing data sources. gathering and maintaining the data neeckd, and completing and reviewing Ihe calkztion of information.

Send comments regarding this burden,+timate or any other aspect of this cofti~ of informakm. including suggestions fm redu~ng this burden to

.<
. . .

DHHS Rq%rts Clearance Ofricer. Paperwork Reduction Prqed (0910-013S)
-- Hubert H. Humphrey Building, Room 531-H

200 Independence Avenue, S.W.

Washington, OC 20201

--- (Pleass 00 NOT RETURN Ibis farm 10lhis eddwaa)

An agency msy nof ccndud or spqsor, and a perwn k not rsqdroz’ @respmd b. a mkciinr of hbfrnatim urrlsss /l dkplsp a wrrenfly vakj OhfS c.a-?tid nuti.

------
DRM FOA 3427 (2/97)
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1.

2.

3.

4.

5.

6.

7.

INSTRUCTIONS FOR SUPPLEMENTAL DATA SHEET

The Supplemental Data Sheet should be prepared in conjunction with either the General
Device Questionnaire or the In Vitro Diagnostic Product Questionnaire. The preparer
should refer to Title 21 Part 860 of the Code of Federal Regulations for classification /
reclassification definitions and procedures.

The Supplemental Data Sheet is designed to provide the device description, intended use,
the risks of the device, the recommended class and the scientific support for the class and
proposed level @controls.

,.

The information requested by questions 1 through 8 must be provided for all devices.

Question 9 can be answered by referring to question 11a of the General Device
Questionnaire or 7a of the In Vitro Diagnostic Product Questionnaire.

Question 10 refers only to devices recommended for class 1,and is a recommendation for
exemptions form the General Controls listed.

Question 11 requests the listing of any existing standards for the device being classified.
The standards to be listed could be standards drafted by professional groups, standards
groups or manufacturers.

Send this completed form and the appropriate questionnaire to the address indicated in
item 12J ..:-;

, . ..
.. ..

3RM FDA 3427 (2/97) PAGE


